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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. Atma u. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 



2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) I3 Claim(s) 1-29 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1-29 is/are rejected. 

7) lEI Claim(s) 13 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

1 1) D The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) Q The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)0 All b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) 13 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1) Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). 
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2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 



U.S. Patent and Trademark Office 

PTO-326 (Rev. 04-01) 



Office Action Summary 



Part of Paper No. 4 
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DETAILED ACTION 



Information Disclosure Statement 



The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1.98(b) requires a list of all patents, publications, or other information 
submitted for consideration by the Office, and MPEP § 609 A(l) states, "the list may not be 
incorporated into the specification but must be submitted in a separate paper." Therefore, unless 
the references have been cited by the examiner on form PTO-892, they have not been 
considered. 



Claim 13 is objected to under 37 CFR 1.75 as being a substantial duplicate of claim 2. 
When two claims in an application are duplicates or else are so close in content that they both 
cover the same thing, despite a slight difference in wording, it is proper after allowing one claim 
to object to the other as being a substantial duplicate of the allowed claim. See MPEP 
§ 706.03(k). 



The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
(e) the invention was described in- 

(1) an application for patent, published under section 122(b), by another filed in the United States before the 
invention by the applicant for patent, except that an international application filed under the treaty defined in 
section 351(a) shall have the effect under this subsection of a national application published under section 122(b) 
only if the international application designating the United States was published under Article 21(2)(a) of such 
treaty in the English language; or 

(2) a patent granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that a patent shall not be deemed filed in the United States for the purposes of this 
subsection based on the filing of an international application filed under the treaty defined in section 351(a). 



Claim Objections 



Claim Rejections - 35 USC §102 
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1. Claims 1, 3, 8, 10, 1 1, 12, 19, 21 and 22 are rejected under 35 U.S.C. 102(e) 



as being anticipated by Wolff et al. (USPN 5,545,208). 



Regarding claim 1, 3, 8, 12 and 19, Wolff et al. discloses an expandable (by balloon or 
self-expanding, Column 10) metal stent with openings (Figure 1) with a coating of hydrophobic 
biostable elastomeric material and a biologically active material or drug (Column 6, lines 60-63) 
that conforms to the structure and preserves the openings of the stent (Figures 12 and 13). The 
openings are substantially free of webbing (Figure 1) and the drug can be incorporated in the 
outer layer and can be made of silicone (Column 9, Lines 23-35). 

Regarding claim 10, 1 1, 21 and 22, Wolff et al. disclose that the biological elastomeric 
material could be a silicone, polyurethane or other polymer (Column 7, Lines 50-67 and Column 
9, Lines 33-34), where it is inherent to use a silicone, which is polysiloxane, Wolff et al. further 
disclose that the biologically active material is selected from heparin (Column 5, lines 40-42) 
and dexamethasone (Column 6, Lines 11-13). 



The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 



Claim Rejections - 35 USC § 103 



2. Claims 2, 4, 5, 13, 15 and 16 are rejected under 35 U.S.C. 103(a) as being 



unpatentable over Wolff et al. (USPN 5,545,208) in view of Lambert (USPN 



5,900,246). 
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Regarding claim 2, Wolff et al. discloses of a coated stent but lacks the teaching of the 
thickness and composition of the coating. Lambert teaches of a stent with a polyurethane coating 
that has a thickness between 25 and 500 microns to vary the degree of swelling of the coating for 
drug release (Column 4, lines 27-30), overlapping the ranges disclosed by the applicant. 
Lambert further teaches that the composition of the polymer coating can have a 1 :20 or 5% ratio 
of solvent to non-solvent to achieve the desired rate of evaporation (Column 4, lines 36-52), 
falling within the 4 to 6% range disclosed by the applicant. Therefore, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to modify the 
invention of Wolff et al. to specify the thickness and composition of the coating in order to 
account for swelling and solubility of the compounds within the coating. 

3. Claims 6, 7, 9, 17, 18 and 20 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Wolff et al. (USPN 5,545,208) in view of Berg et al. 

(USPN 5,464,650). 

Regarding claims 6, 7, 9, 17, 18 and 20 Wolff et al. disclose a coated stent, however they 
lack the teaching of how the stent is coated. Berg et al. teach of a stent made of tantulum or 
stainless steel (Column 3, Lines 35-40) that is coated by a spraying method while being rotated 
(Column 5, Example 1). Berg et al. further teach that the stent is coated while in the expanded 
position (Column 6, Example 7). Therefore, it would have been obvious to one of ordinary skill 
in the art at the time the invention was made to modify the invention of Wolff et al. to have the 
metallic stent made of stainless steel, titanium or another metal for strengthened physical 
properties, and to coat the stent while rotating it in an expanded state to ensure a coating of even 
thickness. 
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4. Claims 23 and 26-28 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Lambert (USPN 5,900,246). 
Regarding claim 23, Lambert teaches of a stent with a coating of 25 to 500 microns in 
thickness, comprising a biostable elastomeric material such as polyurethane and a biologically 
active material such as dexamethasone (Column 3). Lambert lacks the teaching of conforming^ 
the coating to preserve the openings of the stent, however it would have been obvious to one oP 
ordinary skill in the art at the time the invention was made to apply the coating to only the struts 
of the stent thus preserving the openings to allow for tissue ingrowth. 

Regarding claims 26-28, Lambert teaches of a coated stent, however Lambert lacks the 
teaching of the process by which the stent is coated. However, the final product, a coated stent, 
is taught in the prior art and therefore it would have been obvious to one of ordinary skill in the 
art at the time the invention was made to use the claimed coating process to apply a coating to 
the stent for anti-inflammatory purposes (see MPEP 2113). 

5. Claims 24, 25 and 29 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Lambert (USPN 5,900,246) in view of Wolff et al. (USPN 
5,545,208). 

Regarding claims 24, 25 and 29, Lambert teaches of a coating stent but lacks the teaching 
of preserving web-free stent openings or multiple coating layers. Wolff et al. teach of a stent that 
is coated in a manner that preserves the stent openings, and that the openings are web-free 
(Figure 1). Wolff et al. further teach that there can be several polymer coating layers on the stent 
(Column 9, Lines 23-24). Therefore, it would have been obvious to one of ordinary skill in the 
art at the time the invention was made to modify the invention of Lambert to apply the coating or 
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multiple coatings to the struts of the stent thus preserving the openings and allowing for tissue 
ingrowth. 



The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure: 

Tuch (USPN 5,624,41 1): Note the air pressure for applying solvent to the stent in 
Example 9. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Crystal M Gilpin whose telephone number is 703-305-8122. The 
examiner can normally be reached on M-F, 9:00-5:00 (Second Friday off). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on 703-308-21 11. The group fax phone number 
for the organization where this application or proceeding is assigned are 703-305-3590. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-0858. 
cmg 

February 6, 2003 



Conclusion 




Paul B.Prebillc 
Primary Examiner 



